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§810.3

meet the criteria in §1271.10(a) and that
is also regulated as a device.

(i) Reasonable probability means that
it is more likely than not that an event
will occur.

(j) Serious, adverse health consequence
means any significant adverse experi-
ence, including those that may be ei-
ther life-threatening or involve perma-
nent or long-term injuries, but exclud-
ing injuries that are nonlife-threat-
ening and that are temporary and rea-
sonably reversible.

(k) Recall means the correction or re-
moval of a device for human use where
FDA finds that there is a reasonable
probability that the device would cause
serious, adverse health consequences or
death.

(1) Removal means the physical re-
moval of a device from its point of use
to some other location for repair,
modification, adjustment, relabeling,
destruction, or inspection.

(m) Unique device identifier (UDI)
means an identifier that adequately
identifies a device through its distribu-
tion and use by meeting the require-
ments of §830.20 of this chapter. A
unique device identifier is composed of:

(1) A device identifier—a mandatory,
fixed portion of a UDI that identifies
the specific version or model of a de-
vice and the labeler of that device; and

(2) A production identifier—a condi-
tional, variable portion of a UDI that
identifies one or more of the following
when included on the label of the de-
vice:

(i) The lot or batch within which a
device was manufactured;

(ii) The serial number of a specific
device;

(iii) The expiration date of a specific
device;

(iv) The date a specific device was
manufactured.

(v) For an HCT/P regulated as a de-
vice, the distinct identification code
required by §1271.290(c) of this chapter.

[61 FR 59018, Nov. 20, 1996, as amended at 78
FR 556821, Sept. 24, 2013]

§810.3 Computation of time.

In computing any period of time pre-
scribed or allowed by this part, the day
of the act or event from which the des-
ignated period of time begins to run

21 CFR Ch. | (4-1-15 Edition)

shall not be included. The computation
of time is based only on working days.

§810.4 Service of orders.

Orders issued under this part will be
served in person by a designated em-
ployee of FDA, or by certified or reg-
istered mail or similar mail delivery
service with a return receipt record re-
flecting receipt, to the named person or
designated agent at the named person’s
or designated agent’s last known ad-
dress in FDA’s records.

Subpart B—Mandatory Medical
Device Recall Procedures

§810.10 Cease distribution and notifi-
cation order.

(a) If, after providing the appropriate
person with an opportunity to consult
with the agency, FDA finds that there
is a reasonable probability that a de-
vice intended for human use would
cause serious, adverse health con-
sequences or death, the agency may
issue a cease distribution and notifica-
tion order requiring the person named
in the order to immediately:

(1) Cease distribution of the device;

(2) Notify health professionals and
device user facilities of the order; and

(3) Instruct these professionals and
device user facilities to cease use of the
device.

(b) FDA will include the following in-
formation in the order:

(1) The requirements of the order re-
lating to cessation of distribution and
notification of health professionals and
device user facilities;

(2) Pertinent descriptive information
to enable accurate and immediate iden-
tification of the device subject to the
order, including, where known:

(i) The brand name of the device;

(ii) The common name, classification
name, or usual name of the device;

(iii) The model, catalog, or product
code numbers of the device;

(iv) The manufacturing lot numbers
or serial numbers of the device or other
identification numbers; and

(v) The unique device identifier (UDI)
that appears on the device label or on
the device package; and

(3) A statement of the grounds for
FDA’s finding that there is a reason-
able probability that the device would
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